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1.0 PURPOSE 

This summary report documents the results of protocol ~S33~9~~9~2.~2, “Product 
Performance Qualification Protocol for the Siltex@+Moderate ProfiIe~Rotmd Gei-Filled 
Mammary Prosthesis”, petiorked at the &&nor faci.lity in Irving, TX. A copy of the 
executed protocol is attached to thisreport. 

This report has been prepared under the guidelines established by :the Mentor Quality 
Manual. This report will provide documented evidence that the -manufacture of the 
Siltex’ Moderate Profile Round Gel-Filled Mammary Prosthesis complies with 
corporate standard operating procedures, meets the requiremems of current Good 
Manuf~turing Practices (cGMP) and FDA regulatory obligations, and, repeatably and 
reproducibly produces product that meets predetermined speciflca$ions. 

2.0 

3.0 

SCOPE 

This report summarizes the results of the produGt petiormance activities associated 
with the Siltex@,Moderate Profile Round Gel-Filled Mammary Pro&h&s. This report 
will also provide documented evidence that the Siltex@’ Moderate Profile Round Gel- 
Filled Mammary Prosthesis is qualified and meets fmished device specifications. I 

RESPONSIBILITIES 

3.1 Originator 

A. Prepare and write this .final report. 

B. Assemble the test data and attachments and reyiew the data and 
attachments for accuracy and acceptable completion. 

3.2 Management 

A. Review and approve this report according to the certification 
requirements indicated on the cover pages. 

PROPRIETARY: This document and i&mntion nay not be reproduced, USA wdii without the wiftm pcn&ion-ofMentor, Inc., i--TX 75038 
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5.0 RESULTS 

The following matrix2 lists Xhe Main Assembly and catalog level shop order numbers 
for the six trials run during the execution of protocol number HS33.980902.02, 
“Product Performance Qualification Protocol for %be Siltex@ Moderate Profile Round 
Gel-Filled Mammary Prosthesis”. 

Table #l 
Lot Number Matrix 

The following table documents the results of the product performance activities 
performed during the ‘executiun of protocol number HS33.9 0902.02, “Product 
Petiormance Qualification Protocol for the Siltexe Moderate rofrle Rennd Gel-Filled 
Mammary Prosthesis”. 

Table #2 
Process Qualification Requfts 

SOP’s, and PQA inspection/testing is available for 
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Attachment #4: 
tnstrumentation 
Verification - 
Component 
Assembly 
Attachment #5: 
Process Equipment 
Verification - 
Component 
Assembly 
Attachment #6: 
Process 
Qualification 
Verification 

Attachment #7: 
Test Method 
Verification _ 
Attachment #8: 
Shell Dipping 
summary 

Attachment #9: 
Sheeting Summary 

Attachment # 10: 
Cut Parts/Texturing 
S-arY 

Attachment #11: 
Vulcanizer 
Verification 

All i&rumentatioti used in Component .A~se~~~~ 
during this qualification was precision eajibr$ed at 
the time of use. Copies of the precision calibration 
certificates are @ached to the executed attachmeti. 

All equipment used in Component Assembly 
during this protocol has been qualified, and. a 
qualification summary report for each is on file in 
the Mentor Library. 

All of the manufa&uring processes used to produce 
the Siltex@ h4odemte Profile Round Gel-F&Xl 
Mammary Prosthesis for this q~i~~tio~ have 
been qualified, and a qualification summary report 
for each is on file in the Mentor Library. 
All test methods necessary for the completion of 
this qualification have been verified and included. 

All of the shell dipping normal production variance 
required by the protocol has heen documented in 
the production shop orders. The shop orders have 
been summarized in this attachment. 
All of the sheeting normal production variance 
required by the protocol has been documented in 
the production shop orders. The shop orders have 
been summarized in this attachment. 
All of the cut parts/ texturing ‘normal production 
variance required by the protocol has be 
documented in, the production shop orders. The 
shop orders have been summarized in ,th@ 
attachment. 
All vulcanizer parameters conform with $1 
specifications before and after each trial run. 

Yes 

YeS 

Yes 

Yes 

Yes 

Yes 

Yes 

PROPRIETARY This document and i&wnmtion may not be rcpnrduced, wed, or diiclcsed withut the Written @missi& of’bkttw, Inc., bving, TX ‘15B8 
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Attachment # 12: 
Process Challenge - 
rest Results 
Cotiormance 
Appendix #1 : 
Requalification 
Requirements 
Appendix #2: 
Protocol 

Appendix #3: 
Sample Size 
Calculations 
Appendix #4: 
Deviations 

have been completed and all data is att&red. 
data conforms to acceptance criteria. 

Requalification requirements have been d&r&d in 
ac?rdance with Mentor Standard ‘Uper 
Procedure SOP-HS-X78. 
A copy of Protckol HS33.980902.02, Rev 0, 
“‘Product Petiormance Quabfication Protocol For 
the Siltex Moderate Profile Round Gel-Filled 
Mammary Prosthesis,” has been inckded. 
Sample size calculations were perfokned 
qualification testing for each tat to confhm that a 
sufficient number of samples were tested. 
Deviation 1: 8OOcc devices were used for 
bioburden and LAL endotoxintestiug rather 
the 100~ devices specified in the protocol. 
Deviation 2: Additional red-lined information wm 
added to PROC700852, PROCOOOl85 a and 
TM000337 for clarification. PROC 000218 was 
added to the documents red-lined. 
Deviation 3: Added Attachment #5 ccProcess 
Equipment Verification - Combonent As~~rnb~~ 
(inadvertently omitted) as page 3 1 A, 
Deviation 4: Added additional page to the seal peel 
section of Attaehment #12 to breakdoe data into 
outer seal peel and inner serd peel. 
Deviation 5: Tables were added to document 
acceptability of the Gel mater@ lots used :and t&e 
assembly lots in which they were used. 
Deviation 6: Table 1 of Red&red, PROC~O~2~8 
incorrectly specified oven capacity of 546 small 
thermoforms rather tkm.455. 
Deviation 7: Sections 8,8, 8.9 and 8.11 were 
improperly numbered in the protocol. 

YeS 

Yes 

Yes 

NA 

PROPRIETARY Tlds doannmt tnd infonmtion my not berrpmduee4 wed, or dischsed without the wim pxmirion OfMentor, inr, Irvin& TX 75038 
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6.0 SPECIFICATIONS AND ACCEXTAN’CE CRITERIA. 

The following table lists the tests, specifications, and acceptance criteria used for data 
analysis of protocol HS33.980902.02, ‘“Product Performance Qualification Protocol 
for the Siltex@Moderate P&l? Round Gel-Filled M~~~os~esis”. 

If it was determined that the 
used to determine acceptability: used to determine acceptability: 

trial 

Table #3 
Specifications a%$ Aeceptyyz CriWia 

Table #4 
Noa-Normal Acceptance Criteria 
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7.0 TEST RESULTS’ 

The following table documents &results from the ~cr~biolo~~~ and physical 
testing of the trials run in protocol number HS33;980902.02, ‘“Plsoduct Performance 
Qualification Protocol’ for the Siltex@ Moderate Profile Found G&-Filled Mammary 
Prosthesis”. Ijata and analysis can be found with ‘Attachment, $2, “cpz”ocess - Test 
Results Conformance”. 

PYROGENICITY 
All samples from Trials #2, #4 and #6 must have an endot&n kit ofs 0.5 EU/ml. 

IHOBURDEN 
All samples from Trials #2, #4 and %#6 must have an aerobic count of less than 455 
colony forming units (CFU). 

STERILITY CONFIRMATION 
All samples must have no bacteria%@qwth observed over $7 day iQc&ation period. 
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INNER IiXD;PACKAGING SEAL PEEX., STRENGTH 
The mean must be 4 3 standard deviations away from the 1.0 - 4.0 lb. specification 
(Normal Distribution) OR 0.135 and 99.865 percentile values w&bin sgxxificatiom. 
(Non-Normal Distribution). 

OUTER LID PACKAGING SEAL PEEL STRENGT-H \ 
The mean must be -t- 3 standard deviations away from. the 1 .O - 4.0 lb. specification 
(Normal Distribution) OR 0.135 and 99.865 percentile values wkhin specifications. 
(Non-Normal Distribution). 

GEL COHESiON 
All samples must pass pendant length 5 45 mm @ 30 minutes. 

Trial 2 Ali san&s Passed 
Trial 3 All samples Passed 
Trial 4 All samples Passed 
Trial 5 AlI samples Passed 
Trial 6 All samples .Passed 

PROPRIKTARY This doament snd information may not be repmductd, used, or diselased withoutthe witten pumispien of Memo, Inc., &vjj m 7~3% 
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TENSION SET 
The mean must be at deast thre?, standard deviatioxxs away fkom the 10% maximum 
specification (Normal Di+ibution) ORthe 99,&Z percentile vz$ue must be I upper 
specification limit (Non-Normal D@ribution). 

SHELL / PATCH JOINT?X.REF?GTH 
All samples must pass 200% elongation for 10 see 

Trial 6 1 All mm&es Passed 

ELONGATION 
The mean must be at least three standard.deviations away from &e 350% mix&km 
specification (Normal Distribution) OR 0.135 -percentile value must be 2 lower 
specification limit (Non-Normal). 
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8.0 CONCLUSION 

All Pyrogenicity, Bioburden, Sterility, Inner Packaging Seal Strengrth, Outer 
Packaging Seal Strength, Tension Set, Shell/Patch Joint S an! Ultimate 
Elongation data pass the acceptance criteria as defined in ,Prottacol, IiS33.980902.02, 
Rev 0. These results confirrrr that the Siltex@ Moderate Profile Round Gel-Filled 
Mammary Prosthesis (fabricated according to nominal proeeqs conditions defmed 
in precedent process performance qualifications) meet, the r~~re~en~ defined in the 
aforementioned protocol. 
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Appendix #l 
Requalifkatian Requirements 

The following requalification requirements are considered the minimum requirements to be 
addressed in the event of a change to the product. The extent of r~u~i~~~~ion required will 
depend upon the nature of the chauge and its impact on the validation statuswith reference to 
this product performance qualification report in accordance with Ivfentor Standard Operating 
Procedure SOP-IIS- 78. I 

1. Unusual or atypical results seen during a product moni$oring program. 

1.1 Product Monitoring 

Current~product monitoring consists of finished device testing on a lot 
by lot basis. The General Services and Mkrobiolo p J,aborato&s test 
in accordance with the test methods specified the product’s .fmished 
device specifications (listed in the table below). 

Finished device test data will contmue to Abe’ collected and reviewed on 
an ongoing basis to verify that the product. meets the stated 
specifications. Changes in the specifications will Abe evaluated for 
impact on the validation status of the produck 
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1.2 Each product family will be evaluated, at least anmally, for 
confonnan~e to it3 precedent finished device speoification. If large 
variation. is identified in the product rnorxitoriug results, as indicated in 
a change in the product’s capability to meet its spe&eations, a formal 
review of the product’s perfomaance q~~~ca~o~ will result. The 
review process, regardless of its outcome, will be formally 
documented and retained for reference. 

2. Change in product specifications or quality characteristics. 

A change ,in the product specifications or quality ~~a~~st~~s .wiil require 
requalification evaluation for impact to validated S~W.W, The product 
specifications are listed in section 1 above. 

3. Change in the standard production lot size. 

3.1 The standard production lot size 
standard production lot size to 
impact on the validation status. 

evic@s, A change in the 
es will be evaluated for 

3.2 A change in the method of dry heat sterilization oven loading will be 
evaluated for impact on the validation status. 

4. Change in the defiition of the product family, including the addition of new 
sizes and/or line extension. 

A change in the definition of the product family, including the addition of new 
sizes and/or a line extension, will req&e req~i~ea~o~ equivalent to the - 
requirements specified in protocol IIS33.980902102, Rev. Q., 

PROPRIETAIW This document ml information may not ba repmdwed, wed, or discJo& wiithautthemittcn pemkion of ?&nor, Inc.. Mng, TX 75038 
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5. Non-equivalent change in the processes used to manufa&um the product. 

A non-equivalent change in ‘any of the parameters, toding, components, or 
raw materials in any of the processes. used .to marmfacture the product will 
require requalifkation evaluation for impact to validated ststus. 

Impact of non-equivalent changes to any of the following process qualification 
sumxnary reports must be addressed. The current revisioe of the report (the 
report in effect on the date ofreview) shall be used. 

a HS33.9801:12.02 -“Process Qualification Summary Reporkfor the HTV 
Moderate Profile Shell Dipping Process.” 

* HS72.980527. 
Unvulcanized 

*’ HS72.980330. 
Vulcanized/Unvulcanized 

alification Summary Report for 
heeting M~~~a~~g Process.” 
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l HS33.980925.02 - “Process Qualification Summary Report for the 
Assembly of Siltex Moderate Profile Round G&Filled Mammary 
Prostheses.” 

. HS33.980612.01 - “Process Qualification Summary R&port for Packaging 
of ~Thermoforms (Pre-sterilization>.” 

. HS33;980612.02 - “Process Quahfication Sag ,Report for Post- 
Sterilization Packaging.” 

. HS33.980612.02 - “Process Qualification .S 
Shelf Life and Shipping integrity of. 
Accessory Pouches.” 

ort for Sterility 
ermoforms and 

Q HS461.980331.02 - “1998 Truck Oven #2 Sterilization Process 
Requalification Summary Report for Mentor Corporation Irving, TX 
Facility.” 

* HS461.980630.01- 1998 Truck Oven #3 Sterilization Process 
Requalification Summary Report for Mentor Corporation Irving, TX 
Facility 


